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The following meetings will be con- 
vened by the Center for Disease Con- 
trol and will be open to the public for 
Dbservatlon and participation. limited 
mly by the space available: 

Meel~ng on Tuberculosu Therapy 
Dates November 7-8. 1976. 
rime: 9 a m 
Place. Room 165. Bu~khng 6. Center for Da- 

ease Ccmcrol. 1600 Chfton Road NE.. At- 
lanta, Ga 30333. 

.?urpose: To revleu tuberculous short- 
course therapy study data and discus the 
need for and nature of sddftlonal data LO 
be gathered. 

wdit10rm1 nfomlatJon may be obtatned 
from: Dr. Mxle E. Snider. Jr.. mef, Re- 
rearch and Development Branch. Tuber- 
Culous Control Dwrux-4 Bureau of State 
Servrces, Center for Disease ControL 
Room 222. Building 6. 1600 Clifton Road 
NE.. Atlanta. Ga 30333. telephones. F7X: 
2364956. eommernal: 404-329-3956. 

ACIZON: EtaUcz. 
sTTHMMR: The C ommtsstuner of 
FoudandDrngsis 8rmouncing rewca- 
ttuns of licenses and a rafkation 
concerning bacterial oaccines8rrdb8c- 
tenal antigens with ‘No U.S. Standard 
of Potency” manufactured by six h- 
censees. These a&tons result from 
manufacturers’ response or fallure to 
respond to an earlier nobce of oppor- 
tunity for a hearing. 

m DATE: October 27, 1978. 
F’OR FWRTHER IXFORMATION 
CONTACT: 

Joe Holloway, Bureau of Biologio 
(HPB-620). Food and Drug Achnims- 
tratron, Department of Health. Edu- 
cation. and Welfare, 8800 Rockville 
Pike, Bethesda, Md 20014. 301-443- 
1306. 

SUPPLEMENTARY IN’FORMATION: 
In a proposal published m the FERAL 
REIXSTER of November 8, 1977 (42 PR 
58266). the Comrmss ioner announced 
his intention to revoke the license(s) 
for certain bacterial raccmes and bac- 
terial antigens with “No U.S. Standard 
of Potency” classified as categories II 
and IIIB. under $9 601.5(b) and 
601.251f) (21 CFR -601.5(b) and 
601.25(f)), baaed on the recvtnmenda- 
tlons of the panel on rw+en of bacte- 

and SUttlETCIlS 
SRR Potei?cs .’ 

~*&gnmis!~r agreed with the 
panel’@-exotmmdatkms and adopted 
w & *he grounds for revocation. 
..f: 5_>.-. 

’ I THXPRDDUCTS 
‘-“After ptklicatlcm of the panel’s 
report. 8 notice of opportunttf for a 
hearing.,- pubhshed tn the F’KDERAL 
RRJISTZR of December 9. 19’7’7 (42 F’R 
UZfUZ) 0x1 8 proposal by ‘the Conurns- 
doner to awoke categories II and IIIB 

.probn& ~unscs as follows: 
-(I) CX~ II. B~olog~~l products 

determ?mXi to be unsafe or ineffectlve 
0r.t.o be wded and u-hlch should 
not continue in Interstate commerce. 
Sxctertt Vaa2ne Dtagnostlcs and Bac- 

.terld Vaccine T-50 made from Stmp- 
tomcclr~ mgenes type LA or by pre- 
a&pticm (EolIister-Stier, Dn?sion of 
Cattcr LaDor7ctu&s. Llcense No 8). 

a czttgory XIIB. Biological prod- 
UC* for which atilable data are msuf- 
flcierit to classffy their safety and ef- 
&ctiveness and which should not con- 
tinue III interstate commerce. Mlxed 
Ruptratmy Bacteria (Center Labora- 
tmies. B-E.. License No. 1931; srnphoge 
Lyeate GPLl. type I. wd types I and 
III ua1~8tned for Staphgtm m- 
w 7zkbwnt L8bomtaries. Inc.. Ll- 
Eme ml. 19923 Pooled Stock B.A.C. 
No. I. Puded Stock B.A.C. No. 2. 
Qram-Negative B.A.C. and Pooled 
Sktn B.AX. (Hoffmann Iaboratories. 
Inc.. Licen~2 No. 2831: Bacterial Vat- 
f&es for Treatment <Special Mix- 
tures) (RoRister-Stier. DinsIon Of 
Cutter Laboratones. License No 8); 
PIROMEN tPseudomonas polysaccha- 
ride) (Travenol Laboratones. Inc., Li- 
cense No. 140): V-677 Streptococcus 
Vaccines <Intravenous) (Eli Lilly and 
Co., License No. 56). 

ACXIOA 
The manufacturers’ responses to the 

notlce of opporturuty for a hearing 
concerning the above products and the 
Commissioner’s a&Ion concernmg 
their responses are as follows: 

The following firms did not request 
a hearing concerning their products: 

(1) Hollister-Stier. Division of Cutter 
Laboratories. Inc.. for Bacterial Vac- 
cine Diagnostics. Bacterial Vaccme T- 
50. and Bacterial Vaccines for Treat- 
ment (Special Mixtures): 

(2) Center Laboratories, Inc., for 
Mixed Respiratory Bacteria. 

(3) Travenol Laboratories. Inc., for 
PIROMEN (Pseudomonas polysaccha- 
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ride): and 
(4)Eli Lilly and Co., for V-677 Strep- 

tococcus Va&nes (Intravenous). 
The CornmissIoner has received nu- 

merous letters from patlen& and doc- 
tors expresmg concern over the rec- 
ommendation to revoke the hcense for 
the manufacture of V-677. Streptococ- 
cus Vaccmes (Intravenous). Most let- 
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ters provtded testimonials in support _ viewed bY Lhe panel on Review of Bat. 
of thk effectiveness of the V-877 $od. 
uct for the treatment of arthritis. 
Some letters requested a formal hear- 
h?. 

The Commissioner recognizes the 
concern and the sense of frustration 
some patients must feel regarding .the 
proposed revocation. However, the law 
provides that the safety and effective- 
ness of biological drugs must be estab- 
hshed by sclentlfically sound evidence. 
The expert panel evaluated all the 
bacterial vaccines, using the same Cri- 
terra to establish safety and effective- 
ness. These standards are set forth Ln 
the regulation that established the 
bIological review (See 21 CFR 
601.25(d)). The data submitted by E3l 
Lilly and Co. did not satisfy the trite- 
rla. and the panel and the Commis- 
sloner concluded that V-677 should be 
removed from the market pending the 
results of scientific studies to establish 
its safety and effectiveness. In addi- 
tion. the testimonials submitted by in- 
dividuals do not satisfy the statutory 
standard and do not support approval 
of a biological drug (see Wefnberper v. 
Hynson, Westcott & Dunning, Inc, 
412 U.S. 609 (1973)). 

Several persons who commented ex- 
pressed a willingness to volunteer for 
testing of V-877. Persons who wish to 
participate in investigational new drug 
(IND) clinical trials of V-877 or WhQ 
are otherwise interested in the avafl- 
ability of this product should contact 
manufacturers or other organizations 
concerning the possible submlsslon of 
an IND for V-677 or similar products. 

The Commissioner advises tha.& a 
hearing may be requested only by a 
manufacturer whose license is the sub- 
ject of the proposed revocation. If a 
hearmg IS requested by the manufac- 
turer and granted, any person desiring 
to participate in the hearing-may do 
so (see 5 12.45 121 CFR 12.45)). Howev- 
er, if a licensee is given the opportuni- 
ty to request a hearing but falls to 
demonstrate an mterest in continuing 
to market the product by not request- 
ing a hearing or submitting data, there 
is no hearmg in which to participatei 
The December notice provides that- 
the failure of a licensee to request a 
hearmn constitutes an election not to 
avail l&elf of the opportunity. Under 
the biologics law, section 351 of. the 
Public Health Service Act (42 U.&C. 
262). no product can be lati&ly mar= 
keted except by a person holding an 
unrevoked license. Although &nyonq 
can apply for licensure. pa= sind- 
or doctors cannot compel a Um to 
continue to produce or to take q 
particular action to protect its license. 
For this reason. the Commisaioncr. L 
obliged to deny requests for a hearing 
from patients. 

Further response to commetit# co& 
ceming V-677 and other products re, 

- 

tedal Vaccine& and Bacterial Antigem 
with “No U.S. Standard of Potency- 
will be included in the final order soon 
to be published. respecting the Novem- 
ber 8. 1977 proposaL 

The following firms requested hear- 
ings: 

( 1) Hoffmann Laboratories request- 
ed a hearme and presented data con- 
cerning its Bacterial Antigen Complex- 
es. License No. 283. However, Hoff- 
mann Laboratories subsequently re- 
quested that its establishment license 
and product licenses to manufacture 
the SIX Bacterial Antigen Complexes 
reviewed by the panel and four other 
products not renewed by the panel be 
revoked The request for license rev@ 
cation constitutes a withdrawal of the 
request for a he-g. and considera- 
tion of the data is unnecessary. 

(2) Delmont Laborstories, Inc, re- 
auested a hearing and submitted data 
and informatiOn -k SUDlXWt Of ftd St+ 
Dhal7e LYsate (SPL) tYDe I;‘an&typcs I 
ind-IIl- combined, Lkemse No. 296. 
The Commissioner concludes that 
these data would not only Justify a 
hearing but are adequati tu Justify re- 
clessirication rt tht8 Mmer. The com- 
mieakmer-ftnde thst‘the potential 
benef1t.s outweigh the potenti r&k in 
use of. the product. ‘Therefore. Sta- 
phageLysate(SPIAtypeLandtypesI 
and III cambined, for Sta~hglococcP1 
Disease (bactWal.mtigen m&e from 
ataphylocorrmq2 .are ,recLassiiled from 
tqtaory III@ to catmorp I’IIA (bb 
logkd broducb_.far ahlch 0vaIIktUe 
date aret insuffbnt to claesfiy their 
safet&:T@ eWc$ivemxa -.tmt arhicb 
mar I-cxn&- in, ium-ata~ .camm 
pert& compleMan of kdJs.ig). 3-E 
causenaheubJgb x2ecemm for a cat- 
- ITLh.Druduct.. the December 

Health Sex&e Act (se& 351, 58 Stat. 
702 B1J amended’ ‘(42 USC - 262)X 
H3S4.200. 601.5(bl. and 601.2X1) and 
7hd (21 iFR 314.200, 601.50!iX and 
601.25<!) and cgn: the- Federal FyxL 
Dnzmd Cosmetic Act tsh 2OL 502. 
iioa,-ioL 62 Stat. 1040-1042 as f&en& 
eb- fo80-1083. as amended. W%-lfW6 
as~amended by 70 Stat. Sl9 anil 72 
stat. $48,(21 WAC. 321.362; 356 371)) 
an&under the authmity delegated to 
the &xnmkdoner of Food and Druga 
(21 Cl?% 5.1). the folkWing DrodUCt Ii- 
tenses are revoked: - 

la). H~-SMer. Dldiian of Cutter 

t-ha. (10) Rotew vulgans, (11) 
P*mnaa aenwinosq (12) Sal- * 
nclla mh%fdfs (i3) SahwneUa pam. 
tvphC (14) Sdmane~a schottmulzq 
(15) %hmeita bphoacl, (16) Shlge& 
dysenterim, (17) ShfgeUa Ranrrr, (16) 
Streptcmmu fecaJf.s Pyoganese, mn. 
dam, and nonhemolyticur, (19) StWMococcw rrlbuf and (20) Staphy. 
~COCCUS atim). License NO. 8: Bm&. 
rial Vaccmes for Treatment (Specu 
Mixtures contaming one or more of 
the followmg Organisms: (1) Aem. 
batter uefogenes. (2) Corynebactenum 
pseudodiphthe-nticum, (3) Corynebac. 
&Mum (propionrbactenuml acnes, (4) 
Corynebactcrium xenx.?, (5) &when. 
chia co& (6) GaLFva tetmwnp (7) 
Hemophilw pertussu. (8) Proteus VI& 
garis. (9) Pseudomonas. aerugtnosq 
(10) Scrlmonella ententidti (this organ. 
&an was inadvertently omitted when 
the notice of opportunity for a hear. 
ing wes published). (11) Shipella Pam- 
dysentericrr (Type Y), (12) Salmonella 
pamtyphf (13) Salmonella schottmiil- 
lei (14) Salmonella tYPhoss (15) Shl- 
gel& dysenteriw (16) S?aigeUa J%ZX- 
n&, and (17) Streptococcw fecalu 
(Staphybcoccu albu and aumu were 
incorrectly listed for this product 
when the proposal and the notice of 
opportunity for a hearing were pub- 
lished)). License No. 8; Bacterial Vac- 
cine T-50 (made from Streptococcw 
~~~~~ L-8 or by prescription), 

<b) Cent& ~boratories, Inc.. for the 
manufacture of‘ Mixed Respiratory 
Bacteria (made from (1) Staphylococ- 
cus aureu and dbua, (2) Streptococr 
cw mfttr and scrlioariu& (3) Strep&. 
cocclu pyogencf oroup A. (4) DiPlfs 
coccus zmetmoufce. I. II. and III. (5Y 
Klebsfcila pneuman& k&o strains., (6) 
Nefsserfa catawhdb) Lkense No. 193: 

tc) Eli Lilly and Co., for the manu- 
frcture Qf v-611 strep- 
tines tIntravenous) License No 5Bvase-’ . , 

(d) ‘Ikavenol La&atorles. I.&z.’ for 
the manufacturte of PKROMEN (Pse~. 
domonas polyseccharide), License No.’ 
140; and 

te) Hoffma&.Laboratories, Inc.. for the. manufacture 0r Pooled stock’-: r 
BAC No. IXbactkial antigena’ JBUQ 
from (1) MpZococcus pneumonfae~tb-- - 
strelkQCQCCUll SW&%, (3) Staphylococ- \ 
cua species. (4) Ncisscda catumhal~ - 
(5) Escherfchfa .colf, (6) Henw&flua-** 
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0 -.- tL a a violatioh or th~-PubIk Health 
ha-vice Act. The Corm&vi 
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on& advisea 
that those producta for which Ilcenaes 

’ are herein revoked do not coqstltute a 
er to public health and those lota 
have already bed sold and dehY 
may be re.sold through thefr expl- 
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ratlon dates. 
ALI data and hlfOrKndOD hbt Dl-Ohfb- 

dLsc1osur-e under 21 
15 U.S.C. 1905. that 

by the Commissioner 
decision. may be seen 

the Hearing Clerk be- 
am. and 4. pm.. Monday 

Uve date. These actions are ef- 
OCtQbeT~2Y, 1978. 

Dated: October 19,1978. 
Do?im.D IZLHNPSY. 

ommdwione oj Food and l)rugs. 
Dot. 78-30350 Piled io-26-78: 8:45 amI 
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ORAS SAfRTY REVIEW Of MANCANRSE SALTS L 
?ubIic Weming 

.:AGEIWY: Food and Drug Administra- 
-UP- 

3N: Notice. 
\y u drffMMZY: In response to several re- 
p quests, the Food and Drug Administra- 
F tion (FDA) announces a public hear- 
: ing concerning the safety of manga- 
’ nese salts. The hearing will enable 

those parties who have so requested to 
present data, information. and views 
as part of the agency’s review ta deter- 
mine whether the salts are generally 
recognized as safe (GRAS) or subject 
to a prior sanction. 

! DATE: The hearing will be held No- 
;.vember 6. 1978. 

ADDRESS: The hearing will be held 

Societies for Experimental 

R FURTHER INFORMATION 

Corbin I. Miles, Bureau of Foods 
(HFF-335). Food and Drug Aclmims- 
tmtion. Department of Health, Edu- 
cation. and Welfare, 200 C Street 

I 

SW.. Washington, D.C. 20204, 202- 
472-4750; or 
George W. Irving. Jr., Life Sciences 
Research Office, Federation of 

r American Societies for Experimental 

c 

Biology, 9650 Rockville Pike, Bethes- 
da. Md. 20014, 301-530-7033. 

I EMENTARY INFORMATION: 
FEDERAL REGISTER of April 21, 

&lg tbe.publit.hat an cf&osbm 
rould beJmJdde$ for the om Pm- 
utlonddatahlformatlon.andolt 
& pul.dic. hearings Lo be conducted f 
tbeBE&!ct committee oh alas sub 
atuzzaoftheLtfeScimcesReaear& 
Office, Pederation of American Soc& 
etles for’ ~rlmental Blol* fa 
after referred to as the Select CommX- 
tee). concerning the safety of manga- 
nese salts and aflicatea and the Select 
Committeeb tentative determlriatlon 
of whether or not they are CULAS or 
subject to a prior sanctfoe 

A written statem&t on slIicat.es wm 
submitted by the PQ Corp., P.O. Box 
2%. Lafayette Hill. Pa 19444, in Ueu 
of aii oral presentation at a public 
hearing. No requests for a public hear- 
lng were received. Accordinglg, no 
hearing will be held on sflicates. 

The Belect Commfttee received re- 
quests for a public hearing on manga- 
nese salts from the American Peed 
Manufacturers Association.. Inc.. 1701 
North Port Myer Drive. Arlington, Va. 
22209; Southemtem Minerals, inc., 
Balnbridge, Gs. 31717; and Chemetals 
Corp.. 711 Pittman bad. Baltimore. 
Md. 21226 (formerly a division of Dia- 
mond Shamrock Corp.. 1llB Superior 
Avenue, Cleveland. Ohio 44114). No 
other requests were received for .a 
hearing on manganese salts. 

Under the procedures set forth in 
the April 21. 1978, notice. announce- 
ment is hereby made that a hearing on 
manganese salts will be held at 9 a.m., 
on November 6. 1978. in the Lee Build- 
ing, Federation of American Societies 
for Experimental Biology. 9650 Rock- 
vllle Pike. Bethesda, Md. 20014. Those 
who have requested to make oral pre- 
sent&ions will be expected to com- 
plete their presentations within the 
period indicated and in accordance 
with the following schedule: 

1. American Feed Manufacturers As- 
sociation, Inc., and Southeastern Mm- 
erak. Inc.: Mr. L H. Boyd and/or A. 
Poitevint will make a joint presenta- 
tion for both corporations-30 min- 
utes. 

2. Chemetals Corp.: Dr. Dennis De- 
Craene-15 minutes. 

The hear-ma will be chaired by a 
member of the Select Committee and 
will be transcribed by a reporting serv- 
ice. A transcript of the hew will be 
placed on public display m the office 
of the Hearing Clerk (HFA-3051. Food 
and Drug Administration, Room 4-65. 
5600 Fishers Lane, Rockville. Md. 
20857. 

Dated: October 2;. 1978. 
WIILXAM F. RANDOLPH. . 

Acting Associate Commusionet 
jor Regulaby Affairs. 

WI% hc. ‘W-30353 Filed 10-26-78: 8145 am) 
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i- _^__ mocket No. mbGo2601 

AGENCY: l%& and Drug Admmistra- 
thn. 
AmON: No&e. 

-SUMMARY: The Food and Drug Ad- 
mlnlstratlon (FDA) announces approv- 
al of the application for premarket ap- 
brvval under the Medical Devrce 
Amendments of 1979 of the Amsof 
Ul&aftllcon A) Soft Contact Lens 
aponaored by Lombart Lenses Ltd. 
After reviewing the Ophthalmology 
Devfce Classification Panel’s recom- 
mendat@. FDA notlfed the sponsor 
that the application was approved be- 
‘&se the device had been shown to be 
sde:md effective for use as recom- 
mended in the submitted labeling: 
DAlX .PeUUons for administrative 
review by November 27.1978. 
ADDREZZ Requests for copies of the 
summary of safety and effectiveness 
data and petitions for administrative 
review may be addressed to the Hear- 
lng Clerk (HFA-305). Food and Drug 
Administration. Room 4-65, 5600 Fish- 
er6 Lane, Rockvllle. Md. 20857. 
FOR FURTHER INFORMATION 
CONTACT’: 

Keith Lusted. Bureau of Medical De- 
vices GTF’K-402). Food and Drug Ad- 
ministration, Department of Health, 
Education. and Welfare, 8757 Geor- 
gla Avenue, Silver Spring, Md. 20910, 
301-427-7550. 

SUPPLEMENIARY INFORMATION: 
The sponsor, Lombart Lenses Ltd., 
Norfolk, Va. 23501. submitted an appli- 
cation for premarket approval of the 
Amsof (deltafilfcon A) Soft Contact 
Lens to FDA on April 6. 1977. The ap 
plication was reviewed by the Oph- 
thalmology Device Classification 
Panel, an FDA advisory committee, 
which recommended approval of the 
application. On June 30.1978. FDA ap- 
proved the application by a letter to 
the sponsor from the Director of the 
Bureau of Medical Devices. 

Before enactment of the Medical I 
Device Amendments of 1976 (the 
amendments). soft contact lenses were 
regulated ss new drugs. Because the 
amendments broadened the definition 
of the term “device” in section 201(h) 
of the Federal Food, Drug, and Cos- 
metic Act (21 U.S.C. 321(h)). soft con- 
tact lenses are now regulated as class 
III devices (premarket approval). As 
FDA explained in a notice published 
in the FIZDXRU Rxoxsrim of December 
16, 1977 (42 FR 63472). the amend- 
ments provide transitional provisions 
to assure contmuation of premarket 


